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the residue. The temporary tolerances
for residues of PCB’s are as follows:

(1) 0.2 part per million in finished
animal feed for food-producing animals
(except the following finished animal
feeds: feed concentrates, feed supple-
ments, and feed premixes).

(2) 2 parts per million in animal feed
components of animal origin, including
fishmeal and other by-products of ma-
rine origin and in finished animal feed
concentrates, supplements, and pre-
mixes intended for food-producing ani-
mals.

(3) 10 parts per million in paper food-
packaging material intended for or
used with finished animal feed and any
components intended for animal feeds.
The tolerance shall not apply to paper
food-packaging material separated
from the food therein by a functional
barrier which is impermeable to migra-
tion of PCB’s.

(b) A compilation entitled ‘‘Analyt-
ical Methodology for Polychlorinated
Biphenyls, February 1973’’ for deter-
mining compliance with the tolerances
established in this section is available
from the Dockets Management Branch,
Food and Drug Administration, rm. 1–
23, 12420 Parklawn Dr., Rockville, MD
20857.

[42 FR 52821, Sept. 30, 1977, as amended at 46
FR 8460, Jan. 27, 1981; 59 FR 14365, Mar. 28,
1994]

Subpart C—Regulatory Limits for
Added Poisonous or Delete-
rious Substances [Reserved]

Subpart D—Naturally Occurring
Poisonous or Deleterious Sub-
stances [Reserved]

PART 510—NEW ANIMAL DRUGS

Subpart A—General Provisions

Sec.
510.3 Definitions and interpretations.
510.4 Biologics; products subject to license

control.
510.7 Consignees of new animal drugs for

use in the manufacture of animal feed.
510.45 Packaging requirements for drugs for

animal use.
510.95 Designated journals.

Subpart B—Specific Administrative Rulings
and Decisions

510.105 Labeling of drugs for use in milk-
producing animals.

510.106 Labeling of antibiotic and anti-
biotic-containing drugs intended for use
in milk-producing animals.

510.110 Antibiotics used in food-producing
animals.

510.112 Antibiotics used in veterinary medi-
cine and for nonmedical purposes; re-
quired data.

Subpart C [Reserved]

Subpart D—Records and Reports

510.300 Records and reports concerning ex-
perience with new animal drugs for
which an approved application is in ef-
fect.

510.301 Records and reports concerning ex-
perience with animal feeds bearing or
containing new animal drugs for which
an approved application is in effect.

510.302 Reporting forms.
510.305 Maintenance of copies of approved

applications for animal feed bearing or
containing new animal drugs.

Subpart E—Requirements for Specific New
Animal Drugs

510.410 Corticosteroids for oral, injectable,
and ophthalmic use in animals; warnings
and labeling requirements.

510.440 Injectable iron preparations.
510.455 New animal drug requirements re-

garding free-choice administration in
feeds.

Subpart F—Animal Use Exemptions From
Certification and Labeling Requirements

510.515 Animal feeds bearing or containing
new animal drugs subject to the provi-
sions of section 512(n) of the act.

Subpart G—Sponsors of Approved
Applications

510.600 Names, addresses, and drug labeler
codes of sponsors of approved applica-
tions.

AUTHORITY: 21 U.S.C. 321, 331, 351, 352, 353,
360b, 371, 379e.

SOURCE: 40 FR 13807, Mar. 27, 1975, unless
otherwise noted.

Subpart A—General Provisions

§ 510.3 Definitions and interpretations.
As used in this part:
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(a) The term act means the Federal
Food, Drug, and Cosmetic Act, as
amended (secs. 201–902, 52 Stat. 1040 et
seq., as amended; 21 U.S.C. 321–392).

(b) Department means the Department
of Health and Human Services.

(c) Secretary means the Secretary of
Health and Human Services.

(d) Commissioner means the Commis-
sioner of Food and Drugs.

(e) Person means individuals, partner-
ships, corporations, and associations.

(f) The definitions and interpreta-
tions of terms contained in section 201
of the act shall be applicable to such
terms when used in the regulations in
this part.

(g) The term new animal drug means
any drug intended for use for animals
other than man, including any drug in-
tended for use in animal feed but not
including such animal feed:

(1) The composition of which is such
that such drug is not generally recog-
nized, among experts qualified by sci-
entific training and experience to
evaluate the safety and effectiveness of
animal drugs, as safe and effective for
use under the conditions prescribed,
recommended, or suggested in the la-
beling thereof; except that such a drug
not so recognized shall not be deemed
to be a new animal drug if at any time
prior to June 25, 1938, it was subject to
the Food and Drug Act of June 30, 1906,
as amended, and if at such time its la-
beling contained the same representa-
tions concerning the conditions of its
use; or

(2) The composition of which is such
that such drug, as a result of investiga-
tions to determine its safety and effec-
tiveness for use under such conditions,
has become so recognized but which
has not, otherwise than in such inves-
tigations, been used to a material ex-
tent or for a material time under such
conditions.

(h) The term animal feed means an ar-
ticle which is intended for use for food
for animals other than man and which
is intended for use as a substantial
source of nutrients in the diet of the
animal, and is not limited to a mixture
intended to be the sole ration of the
animal.

(i) The newness of an animal drug, in-
cluding a new animal drug intended for

use in or on animal feed, may arise by
reason of: (1) The newness for its in-
tended drug use of any substance of
which the drug is comprised, in whole
or in part, whether it be an active sub-
stance or a menstruum, excipient, car-
rier, coating, or other component; (2)
the newness for its intended drug use of
a combination of two or more sub-
stances, none of which is itself a new
animal drug; (3) the newness for its in-
tended drug use of the proportion of a
substance in a combination, even
though such combination containing
such substance in other proportion is
not a new animal drug; (4) the newness
for its intended drug use in a different
species of animal; (5) the newness of its
intended drug use in diagnosing, cur-
ing, mitigating, treating, or preventing
a disease, or to affect a structure or
function of the animal body, even
though such drug is not a new animal
drug when used in another disease or to
affect another structure or function of
the body; or (6) the newness of a dos-
age, or method or duration of adminis-
tration or application, or any other
condition of use prescribed, rec-
ommended, or suggested in the labeling
of such drug, even though such drug or
animal feed containing such drug when
used in another dosage, or another
method or duration of administration
or application, or different condition,
is not a new animal drug.

(j) Animals used only for laboratory re-
search and laboratory research animals
mean individual animals or groups of
animals intended for use and used sole-
ly for laboratory research purposes, re-
gardless of species, and does not in-
clude animals intended to be used for
any food purposes or animals intended
to be kept as livestock.

(k) The term sponsor means the per-
son responsible for an investigation of
a new animal drug, including respon-
sibility for compliance with applicable
provisions of the act and regulations.
The sponsor may be an individual, part-
nership, corporation, or Government
agency or may be a manufacturer, sci-
entific institution, or an investigator
regularly and lawfully engaged in the
investigation of new animal drugs.
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(l) Designated journal(s) means jour-
nals listed in § 510.95.

[40 FR 13807, Mar. 27, 1975, as amended at 50
FR 7517, Feb. 22, 1985; 54 FR 22741, May 26,
1989]

§ 510.4 Biologics; products subject to
license control.

An animal drug produced and distrib-
uted in full conformance with the ani-
mal virus, serum, and toxin law of
March 4, 1913 (37 Stat. 832; 21 U.S.C. 151
et seq.) and any regulations issued
thereunder shall not be deemed to be
subject to section 512 of the Federal
Food, Drug, and Cosmetic Act.

§ 510.7 Consignees of new animal
drugs for use in the manufacture of
animal feed.

(a) A new animal drug intended for
use in the manufacture of animal feed
shall be deemed to be unsafe unless at
the time of its removal from the estab-
lishment of a manufacturer, packer, or
distributor of such drug, such manufac-
turer, packer, or distributor has an
unrevoked written statement from the
consignee of such drug, or a notice
from the Secretary, to the effect that
with respect to the use of such drug in
animal feed the consignee:

(1) Is the holder of an approved appli-
cation under § 514.2 of this chapter; or

(2) Will, if the consignee is not a user
of the drug, ship such drug only to a
holder of an approved application
under § 514.2 of this chapter.

(b) The requirements of paragraph (a)
of this section do not apply:

(1) Where such drugs are intended for
export and/or

(2) When the use of such drug in the
manufacture of a finished feed has been
exempted from the requirements of
section 512(m) of the act under the con-
ditions specified by regulations pub-
lished in part 558 of this chapter.

§ 510.45 Packaging requirements for
drugs for animal use.

The packaging requirements for anti-
biotic drugs for veterinary use are de-
scribed under § 432.1 of this chapter, ex-
cept that antibiotic drugs for veteri-
nary use need not be packaged for dis-
pensing in containers of colorless,
transparent glass.

§ 510.95 Designated journals.
The following journals are available

to the Food and Drug Administration
and thus permit waiving of the submis-
sion of reprints and summaries cover-
ing reports contained in these journals
to the extent that such requirements
are waived in the regulations in this
part:

All Pet’s Magazine (Jersey City).
American Journal of Veterinary Research

(Chicago).
Animal Health (Journal of the Animal

Health Trust) (London).
Animal Nutrition & Health (Sausalito, CA).
Animal Production (Edinburgh).
Avian Diseases (Amherst).
British Poultry Science (Edinburgh).
Canadian Journal of Comparative Medicine

and Veterinary Science (Gardenvale, Que-
bec).

Canadian Veterinary Journal (Guelph, On-
tario).

Cornell Veterinarian (Ithaca).
Experimental Parasitology (New York).
The Feed Bag (Milwaukee).
Feedstuffs (Minneapolis).
Hoard’s Dairyman (Fort Atkinson).
Journal of the American Veterinary Medical

Association (Chicago).
Journal of Animal Science (Albany).
Journal of Dairy Science (Champaign).
Journal of Economic Entomology (Balti-

more).
Journal of Small Animal Practice (London).
Modern Veterinary Practice (formerly North

American Veterinarian) (Wheaton, IL).
National Hog Farmer (Grundy Center, IA).
New Zealand Veterinary Journal (Welling-

ton).
Poultry Science (Guelph, Ontario).
Praktische Tierarzt (Postfach, Germany).
Research in Veterinary Science (Chicago).
Small Animal Clinician (Kansas City, MO).
Veterinaermedizin (Konstanz, Germany).
Veterinarian (London).
Veterinarian (International) (New York).
The Veterinary Bulletin (Farnham Royal,

England).
Veterinary Medicine (Kansas City, MO).
Veterinary Record (Croydon, England).
Zentralblatt Fuer Veterinaermedizin Zentr.

Veterinaermed (Berlin).

[40 FR 13807, Mar. 27, 1975, as amended at 50
FR 7517, Feb. 22, 1985]

Subpart B—Specific Administrative
Rulings and Decisions

§ 510.105 Labeling of drugs for use in
milk-producing animals.

(a) Part 540 of this chapter provides
for new animal drugs intended for
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